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P r o t e s t  w a s  t i m e l y  f i l e d  u n d e r  GAO Bid 
P r o t e s t  P r o c e d u r e s  w h e r e ,  w i t h i n  10  work- 
i n g  d a y s  a f t e r  protester  r e c e i v e d  n o t i c e  
of b a s i s  of p r o t e s t ,  i t  f i l e d  l e t t e r  w i t h  
agency  i n d i c a t i n g  t h a t  i t  took e x c e p t i o n  
and  requested c o r r e c t i v e  a c t i o n  by agency  
and s u b s e q u e n t l y  f i l e d  i t s  p r o t e s t  w i t h  
GAO w i t h i n  10  working  d a y s  a f t e r  b e i n g  
n o t i f i e d  t h a t  t h e  agency  had d e n i e d  i t s  
i n i t i a l  p ro tes t .  

Agency d e t e r m i n a t i o n  t h a t  a small  b u s i n e s s  
is  n o n r e s p o n s i b l e  based  on  a n e g a t i v e  
recommendat ion f o r  l a c k  o f  a v a i l a b l e  d a t a ,  
c o n t a i n e d  i n  a Food and Drug A d m i n i s t r a -  
t i o n  q u a l i t y  a s s u r a n c e  s u r v e y  m u s t  be 
r e f e r r e d  t o  t h e  Smal l  B u s i n e s s  A d m i n i s t r a -  
t i o n  f o r  c o n s i d e r a t i o n  u n d e r  t h e  c e r t i f i -  
cate of competency p r o c e d u r e s  . 
C l a i m  f o r  p r o p o s a l  p r e p a r a t i o n  cos ts  is 
d e n i e d  w h e r e  it c a n n o t  be  d e t e r m i n e d  t h a t  
t h e  p ro t e s t e r  had a s u b s t a n t i a l  c h a n c e  o f  
r e c e i v i n g  t h e  award . 

P r o p p e r  M a n u f a c t u r i n g  Co. , I n c .  (Propper)  p r o t e s t s  . t h e  
award o f  a r e q u i r e m e n t s  c o n t r a c t  f o r  occu l t  b lood  d e t e r m i n a -  
t i o n  t e s t  k i t s  t o  S m i t h k l i n e  D i a g n o s t i c s  ( S m i t h k l i n e )  unde r  
s o l i c i t a t i o n  No. DLA120-82-R-0656, i s s u e d  by  t h e  Defense  . 

L o g i s t i c s  Agency ( D L A ) .  P r o p p e r ,  a small  b u s i n e s s  concern,  
asserts t h a t  i t  was t h e  l o w  r e s p o n s i b l e  o f f e r o r ,  b u t  was 
i m p r o p e r l y  re jec ted  as  n o n r e s p o n s i b l e  by DLA w i t h o u t  t h e  
requis i te  r e f e r r a l  o f  t h e  matter t o  t h e  S m a l l  B u s i n e s s  
A d m i n i s t r a t i o n  ( S B A )  f o r  c o n s i d e r a t i o n  u n d e r  t h e  c e r t i f i c a t e  
of compe ter .cy ( C X )  p r o c e d u r e s .  

We s u s t a i n  t h e  p r o t e s t .  

. .... . ~. __ .. . .- 
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P r o p p e r ' s  best  and f i n a l  o f f e r  u n d e r  t h e  s o l i c i t a t i o n  
was low a t  $11.08 per  u n i t  and S m i t h k l i n e ' s  was t h e  n e x t  l o w  
a p p a r e n t l y  a c c e p t a b l e  o f f e r  a t  $14.60 p e r  u n i t .  
P r o p p e r  was t h e  l o w  o f f e r o r ,  DLA o r d e r e d  a preaward s u r v e y .  
A preaward s u r v e y  c o n d u c t e d  by  t h e  Defense  C o n t r a c t  Admin- 
i s t r a t i o n  S e r v i c e s  r e s u l t e d  i n  a f a v o r a b l e  recommendat ion.  

S i n c e  

Under a 1 9 8 1  I n t e r a g e n c y  Agreement  be tween t h e  Depart- 
ment  of Defense  ( D O D )  and t h e  Food and Drug A d m i n i s t r a t i o n  
( F D A ) ,  t h e  FDA assumed q u a l i t y  a s s u r a n c e  r e s p o n s i b i l i t y  f o r  
DOD c o n t r a c t s  f o r  m e d i c a l  d e v i c e s  as  d e f i n e d  by t h e  Fede ra l  
Food,  Drug, and Cosmetic A c t ,  21  U . S . C .  S 301, _. e t  _-- seq. 
( 1 9 7 6 )  ( F D C  A c t ) .  T h i s  a g r e e m e n t  g i v e s  FDA t h e  p r i m a r y  
r e s p o n s i b i l i t y  for  t h e  p e r f o r m a n c e  o f  t h e  q u a l i t y  a s s u r a n c e  
p o r t i o n  o f  preaward s u r v e y s  r e l a t i n g  t o  s u c h  d e v i c e s  and t h e  
r e s p o n s i b i l i t y  f o r  t h e  a d m i n i s t r a t i v e  i n t e r p r e t a t i o n  and 
e n f o r c e m e n t  of t h e  FDC A c t .  FDA,  ZL: t h e  request  o f  DOD, 
r e v i e w s  t h e  c a p a b i l i t y  o f  s u p p l i e r s  t o  p r o d u c e  d e v i c e s  of a n  
appropr ia te  q u a l i t y  whenever  t h e s e  s u p p l i e r s  are  b e i n g  con- 
s idered  by DOD f o r  award o f  a c o n t r a c t .  Dur ing  t h e  q u a l i t y  
a s s u r a n c e  p o r t i o n  o f  t h e  preaward s u r v e y ,  FDA is t o  ascer- 
t a i n  w h e t h e r  t h e  s u p p l i e r  h a s  t h e  c a p a b i l i t y  t o  p roduce  t h e  
s u p p l i e s  i n  q u e s t i o n  w i t h  a q u a l i t y  l e v e l  confo rming  t o  t h e  
a p p l i c a b l e  p u r c h a s e  documents .  Under t h e  terms of t h e  
a g r e e m e n t ,  t h e  FDA is o b l i g a t e d  t o  recommend a f i r m  as  
n o n a c c e p t a b l e  f o r  a c o n t r a c t  i f  i t  is n o t  p o s s i b l e  f o r  FDA 
t o  p r o p e r l y  e v a l u a t e  t h e  f i r m ' s  c a p a b i l i t y  t o  f u r n i s h  t h e  
p r o d u c t ,  and  t h e  a c t u a l  d e t e r m i n a t i o n  o f  c o n t r a c t o r  r e spon-  
s i b i l i t y  i s  e x p l i c i t l y  r e s e r v e d  f o r  DOD. DOD p e r f o r m s  t h e  
n o n q u a l i t y  p o r t i o n s  of t h e  preaward s u r v e y s .  

I n  t h i s  i n s t a n c e ,  t h e  FDA p reaward  q u a l i t y  a s s u r a n c e  
s u r v e y  r e s u l t e d  i n  a f i n d i n g  t h a t  FDA c o u l d  n o t  recommend 
P r o p p e r  for  p r o c u r e m e n t  o f  t h e  t es t  k i t s .  I n  p a r t i c u l a r ,  
FDA s t a t ed :  

" W e  are  u n a b l e  t o  complete o u r  e v a l u a t i o n .  
[ P r o p p e r ]  was n o t  i n  o p e r a t i o n  w i t h  respect 
t o  t h i s  p r o d u c t .  They i n t e n d  t o  be  i n  
p r o d u c t i o n  i n  a p p r o x i m a t e l y  one  month.  
S t a b i l i t y  d a t a  p r o v i d e d  w a s  f rom t h e  raw 
ma te r i a l  m a n u f a c t u r e r  * * * and d i d  n o t  
r e p r e s e n t  t h e  f i r m ' s  p r o d u c t  i n  t h e  f i n a l  
c o n t a i n e r  c lo su re  s y s t e m .  W e  c a n n o t  
recornmend t h i s  f i r m  f o r  p r o c u r e m e n t  o f  t h i s  
i t e m  a t  t h i s  t i m e . "  
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Based o n  FDA's recommendat ion ,  t h e  DLA c o n t r a c t i n g  
o f f icer  d e t e r m i n e d  t h a t  Propper s h o u l d  be r e j e c t e d  a s  
n o n r e s p o n s i b l e  o n  t h e  g round  t h a t  P r o p p e r  d i d  n o t  have  
s t a b i l i t y  d a t a  t o  s u p p o r t  t h e  32-month e x p i r a t i o n  d a t i n g  
p e r i o d  f o r  t h e  t es t  k i t s  r e q u i r e d  u n d e r  t h e  s o l i c i t a t i o n ,  
a n d ,  t h e r e f o r e ,  f a i l e d  t o  comply w i t h  t h e  r e q u i r e m e n t s  o f  
t h e  FDC A c t .  The  c o n t r a c t i n g  o f f i c e r  f u r t h e r  d e t e r m i n e d  
t h a t  s i n c e  t h e  r e j e c t i o n  came w i t h i n  t h e  meaning  o f  Defense  
A c q u i s i t i o n  R e g u l a t i o n  ( D A R )  S 1 - 9 0 3 . l ( v )  ( w h i c h  r e q u i r e s  
t h a t  a c o n t r a c t o r  b e  q u a l i f i e d  and  e l i g i b l e  t o  r e c e i v e  an 
award u n d e r  a p p l i c a b l e  l a w s  and r e g u l a t i o n s ) ,  t h e  nonrespon-  
s i b i l i t y  d e t e r m i n a t i o n  w a s  exempted f rom r e f e r r a l  t o  t h e  SBA 
f o r  COC c o n s i d e r a t i o n  u n d e r  DAR S 1 - 7 0 5 . 4 ( ~ ) ( 5 ) ,  which  
p r o v i d e s  t h a t  r e f e r r a l  need  n o t  be  made t o  t h e  SBA i f  a con- 
t r a c t i n g  o f f i c e r  d e t e r m i n e s  a small b u s i n e s s  c o n c e r n  nonre -  
s p o n s i b l e  p u r s u a n t  t o  § 1 - 9 0 3 . l ( v )  and  t h e  d e t e r m i n a t i o n  is 
approved b y  head  o f  t h e  c o n t r a c t i n g  a c t i v i t y  or h i s  
d e s i g n e e .  

Award w a s  made t o  S m i t h k l i n e  o n  A p r i l  13,  1982.  I n  
r e s p o n s e  t o  a l e t t e r  f rom Propper of A p r i l  1 6 ,  1 9 8 2 ,  DLA 
r e q u e s t e d  a r e e v a l u a t i o n  f rom FDA r e g a r d i n g  i t s  n e g a t i v e  
p r e a w a r d  s u r v e y  r epor t .  FDA r e s p o n d e d  t o  DLA o n  J u n e  4 ,  
1982 ,  s t a t i n g  t h a t  i n  i t s  o n s i t e  i n s p e c t i o n  c o n d u c t e d  on 
F e b r u a r y  22 ,  1982 ,  i t  w a s  a d v i s e d  by Propper ' s  management 
t h a t  Propper had no  s t a b i l i t y  d a t a  c o v e r i n g  i t s  own 
p r o d u c t .  Data was f u r n i s h e d  from t h e  f i r m  f rom which  
Propper p u r c h a s e s  raw m a t e r i a l s ,  b u t  there  w a s  n o  
d o c u m e n t a t i o n  t h a t  t h i s  d a t a  would r e p r e s e n t  t h e  f i n i s h e d  
p r o d u c t  t e s t  k i t  t h a t  Propper p l a n n e d  t o  p r o d u c e  and  
s u p p l y .  I n  a d d i t i o n ,  t h e r e  were b a s i c  d e f i c i e n c i e s  i n  t h e  
s t a b i l i t y  d a t a  which  w a s  p r o v i d e d  t h a t  would have  made i t  
i n c o m p l e t e  and  i n a d e q u a t e  e v e n  i f  i t  r e p r e s e n t e d  t h e  
P r o p p e r - p r o d u c e d ,  f i n i s h e d  p r o d u c t .  FDA f u r t h e r  i n d i c a t e d  
t h a t  i t  had  made o n l y  o n e  r e q u e s t  to  Propper f o r  t h e  
s t a b i l i t y  d a t a ,  which  i s  F D A ' s  s t a n d a r d  p rac t i ce ,  and  i t  
c o n f i r m e d  t h e  c o r r e c t n e s s  o f  t h e  e a r l i e r  p r e a w a r d  q u a l i t y  
a s s u r a n c e  e v a l u a t i o n  wh ich  i t  had f u r n i s h e d  t o  DLA o n  
March 8 ,  1982 .  

I n  f a c t ,  FDA d i d  c o n t i n u e  t o  r e v i e w  Propper ' s  p r o d u c t ,  
b u t  it d i d  n o t  d e t e r m i n e  i t  to  be a c c e p t a b l e  w i t h  respec t  to  
s t a b i l i t y  d a t a  u n t i l  J u n e  30,  1982 ,  more t h a n  2-1/2 mon ths  
a f t e r  t h e  award  was made by DLA. 

I n  c o n s i d e r i n g  t h i s  p r o t e s t ,  w e  s o l i c i t e d  and  o b t a i n e d  
t h e  v i e w s  o f  b o t h  FDA and SBA. 
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As a t h r e s h o l d  matter,  DLA asserts t h a t  t h e  protest  is 
u n t i m e l y  b e c a u s e  i t  was n o t  f i l e d  w i t h  DLA or w i t h  GAO u n t i l  
more t h a n  10  work ing  d a y s  a f t e r  Propper had  been  n o t i f i e d  o f  
t h e  award  t o  S m i t h k l i n e  and  o f  t h e  f a c t  t h a t  P r o p p e r  had  
b e e n  rejected a s  n o n r e s p o n s i b l e  by DLA. 

On A p r i l  1 6 ,  1 9 8 2 ,  DLA p r o v i d e d  t h i s  i n f o r m a t i o n  t o  
Propper. 
1982 ,  P r o p p e r  t o o k  e x c e p t i o n  to  D L A ' s  d e t e r m i n a t i o n .  I n  
r e s p o n s e ,  DLA a g r e e d  t o  r e s u b m i t  t h e  matter t o  FDA. DLA 
c o r r e c t l y  p o i n t s  o u t  t h a t  P r o p p e r ' s  A p r i l  1 6  l e t t e r  s t a t ed  
t h a t  i t  " p l a n s  t o  pro tes t  t h e  c o n t r a c t  award , "  r a t h e r  t h a n  
t h a t  i t  pro tes t s  t h e  award .  However, w e  b e l i e v e  t h a t  t h i s  
l e t t e r  c l e a r l y  i n d i c a t e d  Propper ' s  p r e s e n t  i n t e n t i o n  t o  f i l e  
a p ro tes t  and  i t s e l f  c o n s t i t u t e d  a p r o t e s t  t o  t h e  Agency. 
W e  h a v e  h e l d  t h a t  t h e  p r o t e s t e r  need  n o t  e x p r e s s l y  s t a t e  
t h a t  it "p ro te s t s " ;  r a t h e r ,  t h e  i n t e n t  t o  p r o t e s t  may b e  
conveyed  by a n  e x p r e s s i o n  o f  d i s s a t i s f a c t i o n  and  a r e q u e s t  
f o r  c o r r e c t i v e  a c t i o n .  - P r o s e a r c h ,  B-206316, J u n e  3 0 ,  1982 ,  
82-1 CPD 636.  Propper ' s  A p r i l  16 l e t t e r  a l so  s ta tes  t h a t  it 
" r e q u e s t s  t h a t  [DLA]  n o t  i s s u e  a n y  orders  u n d e r  t h e  
S m i t h k l i n e  c o n t r a c t  u n t i l  Propper 's  p ro tes t  i s  r e s o l v e d . "  
Moreove r ,  i n  D L A ' s  l e t t e r  o f  A p r i l  26 ,  1 9 8 2 ,  t o  Propper, 
DLA a c k n o w l e d g e s  rece ip t  of Propper 's  l e t t e r  " n o t i f y i n g  u s  
o f  y o u r  p ro tes t  o f  award." T h e r e a f t e r ,  i t  i s  u n d i s p u t e d  t h a t  
P r o p p e r  t ime ly  f i l e d  a pro tes t  i n  o u r  O f f i c e  w i t h i n  1 0  
w o r k i n g  d a y s  a f t e r  l e a r n i n g  o f  t h e  s u b s e q u e n t  a d v e r s e  a g e n c y  
a c t i o n ,  as  r e q u i r e d  by o u r  Bid Protest  P r o c e d u r e s ,  4 C.F.R. 
S 2 1 . 2 ( a )  ( 1 9 8 2 ) .  

A s  n o t e d  a b o v e ,  by l e t t e r  t o  DLA o f  A p r i l  1 9 ,  

Whi l e  P r o p p e r  h a s  r a i s e d  a number o f  s u b s i d i a r y  i s s u e s ,  
its main  bas i s  o f  p ro tes t  c o n c e r n s  t h e  f a i l u r e  of DLA t o  
refer t h e  matter t o  SBA f o r  c o n s i d e r a t i o n  u n d e r  t h e  COC 
p r o c e d u r e s .  DLA c o n t e n d s  t h a t  t h e  Small B u s i n e s s  A c t ,  1 5  
U.S.C. S 6 3 7 ( b ) ( 7 )  (Supp.  I ,  19771 ,  does n o t  r e q u i r e  
r e f e r r a l s  t o  SBA o f  n o n r e s p o n s i b i l i t y  d e t e r m i n a t i o n s  b a s e d  
upon c o n c l u s i o n s  made b y  FDA t h a t  a c o n c e r n  is n o t  i n  com- 
p l i a n c e  w i t h  i t s  r e g u l a t i o n s .  S B A  a r g u e s  t h a t  t h e  Smal l  
B u s i n e s s  A c t  d o e s  n o t  permit any  e x c e p t i o n s  to  t h e  COC 
r e f e r r a l  r e q u i r e m e n t .  S B A  a c k n o w l e d g e s  t h a t  it c o u l d  n o t  
s u p p l a n t  FDA's f i n d i n g  w i t h  respect t o  product  q u a l i t y  
a s s u r a n c e ,  b u t  a r g u e s  t h a t  it s h o u l d  be ab le  to  i n s u r e  t h a t  
t h e  small b u s i n e s s  f i r m  was a f f o r d e d  p r o c e d u r a l  d u e  process 
i n  t h e  c o u r s e  of t h e  e v a l u a t i o n  p r o c e d u r e .  F i n a l l y ,  P r o p p e r  
c i t e s  o u r  d e c i s i o n ,  I n t e r n a t i o n a l  B u s i n e s s  I n v e s t n e n t s ,  --- 
I n c . ;  Career C o n s u l t a n t s ,  I n c . ,  60  C o m p .  Gen. 275 ( 1 9 8 1 1 ,  
81-1 CPD 1 2 5  (IBI), - i n  s u p p o r t  o f  i t s  a rgumen t  t h a t  n o  
e x e m p t i o n  from r e f e r r a l  t o  t h e  SBA is  p e r m i s s i b l e .  P r o p p e r  

_____I-II_--- 
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points out that. in - IBI we explicitly held that the DAR 
S 1-705.4(~)(5) exception from the requirement for COC 
referral was impermissible under the Small Business Act and 
under SBA's final implementing rules, 13 C.F.R. 125.5 
(1982), and we recommended revision of the DAR to eliminate 
the exception and interim advice to contracting activities 
to follow our holding that COC referral was required pending 
this revision. In addition, Propper argues that our 
decision, --.- Paramex Labs, Inc., - B-205826, March 16, 1982, 82-1 
CPD 249, provides specific support for its argument that 
this nonresponsibility determination based on an FDA finding 
must be referred to the SBA. 

We agree with SBA and Propper. 

A s  DLA correctly points out, our Office does not review 
protests involving the rejection of a bid because of noncon- 
formance with a requirement within the cognizance of the 
FDA. Carlisle Laboratories, -- Inc., B-186987, -- et al., 
February 22, 1977, 77-1 CPD 124; Lemmon Pharmacal Company, 
B-189048, July 25, 1977, 77-2 CPD 47. However, this is not 

-L_----- 

--I----- 

the relevant issue in this instance. Propper's rejection 
was based on the contracting officer's nonresponsibility 
determination, which in turn was derived from FDA's state- 
ment that it could not recornmend Propper for award. 
However, FDA's statement was based on its obligation under 
the agreement to so recommend because of the unavailability 
of data needed for evaluation at the time the recommendation 
was made. Moreover, as DLA concedes, the FDA recommendation 
was not binding on the contracting officer. While the DLA 
contracting officer contends that he could not have found 
Propper responsible without supplanting the FDA's statutory 
authority, we do not believe this to be the case. FDA did 
not find or recommend that Propper's product be considered 
unacceptable under the FDC Act. This detemination was made 
by the DLA contracting officer, and reflects his interpreta- 
tion of the meaning of FDA's statement that insufficient 
data was available to permit a favorable recommendation. 

In any event, even if the FDA had explicitly found that 
Propper could not conform to the expiration dating require- 
ment, the contracting officer could have determined that 
Propper would be likely to be able to comply with the 
requirement by the tine of performance and, therefore, could 
have awarded to the firm. This would not have excused the 
firm from compliance with any FDA regulations, or with the 
FDC Act. The only issue would be one of timing, and as we 
indicated in IBI, if the firm was not in compliance at the 



B-2080 3 5 6 

time that performance was due, the contracting activity 
would have the option of considering the possibility of 
termination. 

Thus, since in reality the contracting officer and not 
the FDA had the right and discretion to make the responsi- 
bility determination in this instance, having made the 
nonresponsibility determination regarding a small business, 
it follows that under the Small Business Act, referral to 
SBA for consideration for a COC was mandated. A s  the SBA 
concedes, it could not supplant an FDA finding with respect 
to quality assurance. However, as we indicated in I B I ,  it 
would be appropriate for S B A  to consider the timing aspects, 
that is, the likelihood of the firm's being in compliance 
with the expiration dating requirement by the time of 
performance. We note that after referral to S B A ,  under DAR 
S 1-705.4(c), the contracting activity is obligated to 
withhold award only "until S B A  action concerning issuance of 
a COC or until 15 working days after the S B A  is so notified, 
whichever is earlier." Obviously, neither DLA nor S B A  would 
sanction the delivery of deficient medical supplies. 

- 

We sustain the protest. 

Since award to Propper under this solicitation is not 
possible because the contract has been substantially 
performed, we will consider Propper's claim for proposal 
preparation costs. 

We have concluded that the rejection of a low bid 
submitted by a small business on the basis of nonrespon- 
sibility determination without referral to the S B A  was 
unreasonable and tantamount to arbitrary or capricious 
action. 
October 8, 1981, 81-2 CPD 286. In this instance, we believe 

II See Environmental Growth Chambers, B-201222, 

that the same conclusion is applicable, particularly in view 
of the Paramex and IBI decisions. However, before prepara- 
tion costs can be allowed, it must be determined that 
Propper had a "substantial chance" of receiving the award of 
the contract. Here, we cannot determine that Propper had a 
substantial chance of receiving the award. We know that a 
2-1/2 month period elapsed before FDA found that Propper met 
the expiration dating requirement, and we are unable to 
determine that Propper could have been able to establish 
that it could satisfy this requirement before deliveries 
were required under the contract, had referral been made to 
S B A .  Therefore, Propper is not entitled to preparation 
costs. International Limousine Service, B-206708, July 26, 
1982, 8 2 T C P D  77. 

- 
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Because of our decision sustaining Propper's protest, 
we have not addressed Propper's contentions regarding 
several relatively minor ancillary issues. 

Finally, by letter of today to the Director, Defense 
Logistics Agency, we are bringing this matter to the 
Director's attention so that action can be taken to preclude 
a recurrence of this deficiency. 

8-w \ 

Comptroller General 
of the United States 




